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Art Unit: 1655 

DETAILED ACTION 

Claims 1-13 are pending in the application and were examined on their merits. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 1 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 



Claim 1 recites 'to reduce certain risk factors of cardiovascular disease'. Which 
risk factors are these? Because the ordinary artisan could not ascertain which risk 
factors Applicant is refering to, the claim is deemed indefinite. Clarification is 
necessary. Claim 1 further recites 'in an amount of 540 mg twice daily'. This phrase is 
considered ambiguous; does it mean that 540 mg is administered only in a day, and that 
this amount is split in two far-administration of the product 'twice daily'; or does it mean 
that 540mg is given twice daily? Clarification is necessary. 
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Claim Rejections • 35 USC § 103 



The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 



Claims 1- 13 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Vitacost.com (2002). 



Vitamin supplements containing essential nutrients such as Vitamin B-6, B-12, 
Vitamin C and folic acid were well known in the art at the time the invention was made. 
Vitacost.com (2002) for example, sold a supplement comprising 500mg of Vitamin C, 
800 meg folic acid, 500 meg Vitamin B-12 and 50 mg of Vitamin B-6 (see pp. 1-2 of 
'Synergy' multi-vitamin caps (caplet). 



Vitamin C is an 'essential nutrient' according to 'The World's Healthiest Foods; 
Feeling great internet site (p. 1 ). It is noted that Vitamin C (ascorbic acid) is an intrinsic 
vitamin to alfalfa sprouts, thereby rendering obvious 'essential nutrients from alfalfa 
sprouts' (see list of phytochemicals/nutrients intrinsic to alfalfa according to Dr. Duke's 
Phytochemical and Ethnobotanical Databases, pp. 1-6/page 1 lists 'ascorbic-acid' 
among one of many intrinsic nutrients). 
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It has been held that where the general conditions of a claim are disclosed in the 
prior art, discovering the optimum or workable ranges involves only routine skill in the 
art. In re Aller, 220 F2d 454,456,105 USPQ 233; 235 (CCPA 1955). see MPEP § 
2144.05 part II A. It would have been obvious to one of ordinary skill in the art at the 
time Applicants' invention was made to determine all operable and optimal 
concentrations of components because concentration is an art-recognized result- 
effective variable which would have been routinely determined and optimized in the 
pharmaceutical art. Further, if there are any differences between Applicant's claimed 
method and that suggested by the combined teaching of the prior art, the differences 
would be appear minor in nature. Although the prior art do not teach all the various 
permutations of claimed concentration ranges, it would be conventional and within the 
skill of the art to identify the optional concentrations of a given excipient because the 
selection of appropriate concentration of vitamins in multi-vitamin compositions was 
routinely optimized for age, weight and sex. 

It was routine in the art of neutricutical manufacture to produce nutritional 
compositions which were in varying dissolvable forms. The encapsulation process was 
beneficial in delivering active ingredients with reduced potential of being degraded in the 
stomach, thereby allowing the active ingredients to reach the small intestine to provide 
increased bioavailability of said active ingredients (i.e.; sustained release). Thus, one of 
ordinary skill in the art would have been motivated to have formulated the 'Synergy' 
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multi-vitamin capsules as an extended release in order to increase efficacy of the 
composition. 

Further, the form of the composition i.e.; dried or liquid, does not change the 
overall effect of the active ingredients, nor does it materially change the composition as 
a whole. Variations of nutritional forms such as powders, elixirs, beverages, or snack 
bars would have all been suitable packaging means for the active ingredients of the 
Instant invention, or the prior art invention and would not have required a substantial 
inventive contribution in order to have created these forms of the composition for ease 
of administration and/or to enhance the manufacturability of the product (to make the 
product more appealing to the consumer). 

From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 

No Claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Patricia Leith whose telephone number is (571) 272- 
0968. The examiner can normally be reached on Monday - Thursday 8:30am-5:00pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on (571 ) 272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




Patricia Leith 
Primary Examiner 
Art Unit 1655 



01/03/05 



